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CLINICAL  LABORATORIES  IMPROVEMENT  AQ  OF  1967 

Below  is  a  reprint  of  that  Section  (Sec.  5)  of  the  '^Partnership  for  Health  Amendments 
of  1967,'*  P.L.  90-174,  which  pertains  to  clinical  laboratories  improvement: 


CLINICAL  LABORATOREES  IMPROVEMENT 

Sec.  5.  (a)  Part  F  of  title  III  of  the  Public  Health  Service  Act 
(42U.S.C.  262-3)  isamendedby  changing  the  title  to  read:  "LICENS- 
IXG— BIOLOGICAL  PRODUCTS  AND  CLINICAL  LABORA- 
TORIES*', and  by  adding  after  section  352  (42  U.S.C.  263)  the  follow- 
ing new  section : 

"licensing  of  LABORATORIES 

''Sec.  353.  (a)  As  used  in  this  section — 

''(1)  the  term  'laboratory'  or  'clinical  laboratory'  means  a 
facility  for  the  biological,  microbiological,  serological,  chemical, 
immuno-hematological,  hematological,  biophysical,  cytological, 
pathological,  or  other  examination  of  materials  derived  from  the 
human  body,  for  the  purpose  of  providing  information  for  the 
diagnosis,  prevention,  or  ti^eatment  of  any  disease  or  impairment 
of,  or  the  assessment  of  the  health  of,  man ; 

"(2)  The  term  'interstate  commerce'  means  trade,  traffic,  com- 
merce, transportation,  transmission,  or  communication  between 
any  State  or  possession  of  the  LTnited  States,  the  Commonwealth 
of  Puerto  Rico,  or  the  District  of  Columbia,  and  any  place  outside 
thereof,  or  within  the  District  of  Columbia. 
"(b)(1)  No  person  may  solicit  or  accept  in  interstate  commerce, 
directly  or  indirectly,  any  specimen  for  laboratory  examination  or 
other  lal^err-atoiy  procedures,  unless  there  is  in  effect  a  license  for  such 
laboratory  issued  by  tlie  Secretary  under  this  section  applicable  to  such 
procedures. 

"(2)  The  Secretary  shall  by  regulation  exempt  from  the  provisions 
of  tliis  section  laboratories  whose  operations  are  so  small  or  infrequent 
as  not  to  constitute  a  significant  threat  to  the  public  health. 

"(c)  A  license  issued  by  the  Secretary  under  this  section  may  be 
applicable  to  all  laboratory  procedures  or  only  to  specified  laboratory 
]>rocedures  or  categories  of  laboratory  procedures. 

"(d)(1)  A  license  sliall  not  be  issued  in  the  case  of  any  clinical 
lalK>ratory  unless  (A)  the  application  therefor  contains  or  is  accom- 
panied by  siicli  information  as  the  Secretary  finds  necessary,  and  (B) 
the  ap])li('ant  agrees  and  the  Secretary  determines  that  such  labora- 
tory will  l)e  operated  in  accordance  with  standards  found  necessary  by 
the  Secretary  to  carry  out  the  purposes  of  this  section.  Such  standards 
shall  he  designed  to  assure  consistent  performance  by  the  laboratories 
of  accurate  laboratory  procedures  and  services,  and  shall  include, 
among  others,  standards  to  assure — 

"(i)  maintenance  of  a  quality  control  program  adequate  and 
appropriate  for  accuracy  of  the  laboratory  procedures  and 
services ; 

"(ii)  maintenance  of  records,  equipment,  and  facilities  neces- 
sary to  proper  and  effective  operation  of  the  laboratory ; 
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"(iii)  qualifications  of  the  director  of  the  laboratory  and  other 
supervisory  professional  personnel  necessary  for  adequate  and 
effective  professional  supervision  of  the  operation  of  the  labora- 
tory (which  shall  incluae  criteria  relating  to  the  extent  to  which 
training  and  experience  shall  be  substituted  for  education)  ;  and 

"(iv)  participation  in  a  proficiency  testing  program  established 
by  the  Secretary. 

Period  of  "(2)  A  license  issued  under  this  section  shall  be  valid  for  a  period 

validity,  of  three  years,  or  such  shorter  |>eriod  as  the  Secretary  may  establish 

for  any  clinical  laboratory  or  any  class  or  classes  thereof;  and  may 
be  renewed  in  such  manner  as  the  Secretary  may  prescribe.  The  pro- 
visions of  this  section  requiring  licensing  shall  not  apply  to  a  cliniail 
laboratory  in  a  hospital  accredited  by  the  Joint  Commission  on  the 
Accreditation  of  Hospitals  pr  by  the  American  Osteopathic  Associa- 
tion, or  a  laboratory  which  has  been  inspected  and  accredited  by  such 
conynission  or  association,  by  the  Commission  on  Inspection  and 
Accreditation  of  the  College  of  American  Pathologists,  or  by  any 
other  national  accreditation  body  approved  for  the  purpose  by  the 
Seqretary,  but  only  if  the  standards  applied  by  such  commission,  asso- 
ciation, or  other  body  in  determining  whether  or  not  to  accredit  such 
hospital  or  laboratory  are  equal  to  or  more  stringent  than  the  provi- 
sions of  this  section  and  tjie  rules  and  regulations  issued  under  this 
section,  and  only  if  there  is  adequate  provision  for  assuring  that  such 
standards  continue  to  be  met  by  such  hospital  or  laboratory ;  provided 
that  any  such  laboratory  shall  be  treated  as  a  licensed  laboratory  for 
all  other  purposes  of  this  section. 

License  fees,  "(3)  The  Secretary  may  require  payment  of  fees  for  the  issuance 

and  renewal  of  licenses,  but  the  amount  of  any  such  fee  shall  not  exceed 
$125  per  annum.  ,  ^ 

Revocation, etc.  "(e)  A  laboratory  license  may  be  revoked,  suspended,  or  limited 
if  the  Secretary  finds,  ifter  reasonable  notice  and  opportunity  for 
hearing  to  the  owner  or  operator  of  the  laboratory,  that  such  owner 
or  operator  or  any  employee  of  the  laboratory — 

"(1)  has  Deen  guilty  of  misrepresentation  in  obtaining  the 
license ; 

"(2)  has  engaged  or  attempted  to  engage  or  represented  him- 
self as  entitled  to  perform  any  laboratory  procedure  or  cate- 
gory of  procedures  not  authorized  in  the  license; 

"(3)  has  failed  to  comply  with  the  standards  with  respect  to 
laboratories  and  laboratory  personnel  prescribed  by  the  Secre- 
tary pursuant  to  this  section; 

"(4)  has  failed  to  comply  with  reasonable  requests  of  the 
Secretary  for  any  information  or  materials,  or  work  on  materials, 
he  deems  necessary  to  determine  the  laboratory's  continued  eligi- 
bility for  its  license  hereunder  or  continued  compliance  with  the 
Secretary's  standards  hereunder; 

"(5)  has  refused  a  request  of  the  Secretary  or  any  Federal 
officer  or  employee  duly  desi^rnated  b}'  him  for  permission  to  in- 
spect the  laboratory  and  its  operations  and  pertinent  re<;ords  at 
any  reasonable  time;  or 

"(6)  has  violated  or  aided  and  abetted  in  the  violation  of  any 
provisions  of  this  section  or  cf  any  rule  or  regulation  promulgated 
thereunder. 

Legal  procedure,  "(f)  \\'lieii('\er  tlie  Secretary  has  reason  to  beliexe  tliat  coiit iinia- 
tion  of  any  activity  by  a  laboratory  licensed  under  tl,is  section  would 
constitute  an  inmiinent  liazard  to  the  ])ublic  health,  lie  may  brin*;  suit 
in  the  district  coui-t  for  the  district  in  wliich  sncli  ]al)orat()ry  is  situ 
ated  to  enjoin  contimiation  of  such  activity  and,  iijK)n  ])ioj)er  sli()\\  ini:. 
a  teni])orary  injimction  or  restrainin*:  order  a<rainst  continuation  of 
such  activity  pending  issuance  of  a  tinal  order  under  tliis  section  slinll 
be  graiUed  without  bond  by  such  court. 

Judicial  re^vTiew,        ''(^j  (1)  Any  pai'ty  a<r^rieved  by  any  tinal  action  taken  under  suh 
section  (e)  of  this  s<'ction  may  al  any  time  witliin  sixty  days  after  ihc 
date  of  such  action  tile  a  )>etition  with  the  rnited  States  court  of 
ap])eals  for  the  ciicuit  wherein  such  i>ers()n  resides  or  has  his  })rinci]):il 
])1ace  of  business,  for  judicial  review  of  such  action.  A  copy  of  t!ie 
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|>etition  sliall  be  forthwith  transmitted  by  the  clerk  of  the  court  to  tlie 
Secretary  or  other  officer  desi<jnated  by  him  for  tliat  pnr|)0se.  The 
Secretary  thereupon  sliall  file  in  the  court  the  record  on  Avhich  the 
action  of  the  Secretary  is  based,  as  i)rovided  in  section  2112  of  title  28, 
T'^i'iited  States  Code. 

''(2)  If  tlie  i'y\5titioner  applies  to  tlie  court  for  leave  to  addiice  addi- 
tional evidence,  and  sliows  to  the  satisfaction  of  the  court  that  such 
additional  evidence  is  nuiterial  and  that  there  were  reasonable  grounds 
for  the  failure  to  adduce  such  evidence  in  the  proceeding  before  the 
Secretary,  the  court  may  order  such  additional  evidence  (and  evidence 
in  rebuttal  thereof)  to  be  taken  before  the  Secretary,  and  to  be  adduced 
upon  the  hearing  in  such  manner  and  upon  such  terms  and  conditions 
as  the  court  may  deem  proper.  The  Secrefiiry  may  modify  his  find- 
ings as  to  the  facts,  or  make  new  findings,  by  i*eason  of  the  additional 
evidence  so  taken,  and  he  shall  file  such  modified  or  new  findings,  and 
his  recommendations,  if  any,  for  the  modification  or  setting  aside  of 
his  original  action,  with  the  return  of  such  additional  evidence. 

"(3)  ITpon  the  fiUng  of  the  petition  referred  to  in  paragraph  (1) 
of  this  subsection,  the  court  shall  have  jurisdiction  to  affirm  the  action, 
or  to  set  it  aside  in  whole  or  in  part,  temporarily  or  permanently. 
The  findings  of  the  Secretaiy  as  to  the  facts,  if  supported  by  substan- 
tial evidence,  shall  be  conclusive. 

''(4)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  such  action  of  the  Secretary  shall  be  final,  subject  to 
review  by  the  Supreme  Court  of  the  United  States  upon  certiorari  or 
certification  as  provided  in  section  1254  of  title  28,  United  States  Code. 

"(h)  Any  pei*son  who  willfully  violates  any  j)rovision  of  this  sec- 
tion or  any  rule  or  regulation  promulgated  thereunder  shall  be  guilty 
of  a  misdemeanor  and  shall  on  conviction  thereof  be  subject  to  impris- 
onment for  not  more  than  one  year,  or  a  fine  of  not  more  than  $1,(X)(), 
or  both  such  imprisonment  and  fine. 

"(i)  The  provisions  of  this  section  shall  not  apply  to  any  clinical 
laboratory  operated  by  a  licensed  physician,  osteopath,  dentist,  or 
podiatrist,  or  group  thereof,  who  performs  or  perform  laboratory  tests 
or  procedures,  personally  or  through  his  or  their  employees,  solely 
as  an  adjunct  to  the  treatment  of  his  or  their  own  patients;  nor  shall 
such  provisions  apply  to  any  laboratory  with  respect  to  tests  or  other 
procedures  made  by  it  for  any  person  engaged  in  the  business  of  insur- 
ance if  made  solely  for  purposes  of  determining  whether  to  write  an 
insurance  contract  or  of  determining  eligibility  or  continued  eligi- 
bility for  payments  thereunder. 

"(j)  In  carrying  out  his  functions  under  this  section,  the  Secretary 
is  authorized,  pursuant  to  agreement,  to  utilize  the  services  or  facilities 
of  any  Federal  or  State  or  local  public  agency  or  nonprofit  private 
agency  or  organization,  and  may  pay  therefor  in  advance  or  by  way 
of  reimbursement,  and  in  such  installments,  as  he  may  determine. 

"(k)  Nothing  in  tliis  section  shall  be  construed  as  aft'ecting  the 
power  of  any  State  to  enact  and  enforce  laws  relating  to  the  mattei^ 
covered  by  tliis  section  to  the  extent  that  such  laws  are  not  inconsistent 
Avith  the  provisions  of  this  section  or  with  the  rules  and  regulations 
issued  under  this  section. 

"(1)  Where  a  State  has  enacted  or  hereafter  enacts  laws  relating 
to  matters  covered  by  tlsis  section,  which  provide  for  standards  equal 
to  or  more  stringent  tlian  the  ])r()visions  of  thjs  section  or  than  the 
ru]"s  and  ivgulations  issueil  under  tliis  section,  the  Secretary  may 
e.\enij)t  clinical  lal)orat<)ri('s  in  that  State  from  com})liance  with  this 
section." 

(1))  Tilt'  aineiidiiieiit  made  by  sul)>ecti()n  (a)  sliall  become  etlVctive 
on  the  tirst  day  of  tlie  tliirteentli  ni<)>itli  after  the  month  in  which  it 
ci!:i(  tt"l.  except  that  the  Secrctarx  of  llealtli.  Education,  and  Wel- 
fare iiiav  postj)()iie  swell  eHecii\  e  date  for  sucli  additional  j)eriod  as  he 
hnds  necessary,  hut  not  beyond  the  first  day  of  the  IDth  month  after 
such  month  in  which  the  amendment  is  enacted. 

(  c)  This  se<-tion  may  be  cited  as  the  "Clinical  Laboi'atories  Improve- 
ment Act  of  1*.H>7". 
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